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3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) ^ Claim(s) 1-20 is/are pending in the application. 
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5) D Claim(s) is/are allowed. 
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DETAILED ACTION 

Response to Amendment 

1 . This office action is responsive to the Response to Election of Species 
Requirement filed on 12/23/2009. As directed by the response: Applicant elects 
Species I: Figs. 1, 2 and 4. Claims 1-11 and 15-19 read on the elected species. Thus, 
claims 1-11 and 15-19 are presently pending in the application. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the second paragraph of 35 U.S. C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claims 2 and 5 are rejected under 35 U.S.C. 1 1 2, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

4. Claim 2 recites the limitation "the driving means" in line 5. There is insufficient 
antecedent basis for this limitation in the claim. For the purposes of examination, 
Examiner will assume it should be "the first driving means". 

5. Claim 5 recites the limitation "the body". There is insufficient antecedent basis 
for this limitation in the claim. 

Claim Rejections - 35 USC § 102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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7. Claims 1-11 and 16-19 are rejected under 35 U.S.C. 102(b) as being anticipated 

by Lippe etal. [U.S. Patent No. 6,171,276 B1]. 

As to claim 1 , Lippe et al. discloses an automatic administration 
instrument for medical use for injecting a drug solution filled in a syringe, wherein 
a switching means (switch 11, Fig. 1A) provided on the body of the administration 
instrument is operated by pressing a part (cover 8) of the exterior of the body 
against a body region of a patient to which the drug solution is to be 
administered, thereby operating a first driving means (housing 2 and container 3 
pushing needle 4 into a patient, Col. 11, II. 59-66, Col. 16, II. 11-15) so that an 
injection needle housed in the body protrudes from the body to perform needle 
insertion into the body region Fig. 1C) , and thereafter, a second driving means 
(motor 7) for driving the syringe is operated to administer the drug solution. The 
activation of the switching means results in the operation of the first driving 
means, driving the needle into the patient. 

As to claim 2, Lippe et al. discloses an automatic administration 
instrument for medical use as defined in Claim 1 wherein, after a detection 
means (cover structure 10) detects that the administration instrument body is 
removed from the body region, the driving means is operated so that the injection 
needle that protrudes from the body to be inserted in the body region is housed 
in the administration instrument body (Col. 16, II. 5-8). Lippe et al. teaches that 
the cover can be biased with a spring, so when the body is removed from the 
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region the detection means will no longer complete the circuit and the injection 
needle will be retracted into the housing. 

As to claim 3, Lippe et al. discloses wherein a speed of inserting the 
injection needle or a speed of pulling out the injection needle is variable. The 
speed of insertion or retraction depends on how much resistance the user 
applies to the instrument in either direction. 

As to claim 4, Lippe et al. discloses wherein a speed at which the drug 
solution is administered by the second driving means is variable (Col. 11,1. 66- 
Col. 12, 1. 7). Lippe et al. teaches different delivery modes of operation that could 
deliver at different speeds. 

As to claim 5, Lippe etal. discloses an automatic administration 
instrument for medical use for injecting a drug solution, said administration 
instrument being provided with an inner case (cover 8) that is slidably provided in 
an outer case (housing 2) of the body, an injection needle (4) that is attached to 
the inner case (via container 3), a syringe (syringe type container 3) that is 
replaceably attached to the inner case (Fig. 1A) and is filled with a drug solution, 
a first driving means for sliding (housing 2 and container 3 pushing needle 4 into 
a patient, Col. 11, II. 59-66, Col. 16, II. 11-15) the inner case in the outer case, a 
second driving means (motor 7) that is coupled to the syringe to administer the 
drug solution filled in the syringe, and a switch means (switch 1 1) for driving the 
first and second driving means; wherein, when performing insertion of the 
injection needle, the first driving means is operated by the switch means to slide 
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the inner case so that the injection needle protrudes from the outer case (Col. 16, 
II. 1-5), thereby automatically inserting the needle into a body region of a patient 
to which the drug solution is to be administered. 

As to claim 6, Lippe et al. discloses wherein, when performing removal of 
the injection needle, the inner case is slid so that the injection needle protruding 
from the outer case is housed in the outer case, thereby automatically removing 
the injection needle (Col. 16, II. 5-8). Lippe et al. teaches that the cover can be 
biased with a spring, so when the inner case is slid away from the patient the 
injection needle is removed and housing in the outer case. 

As to claim 7, Lippe et al. discloses further including a detection switch 
(cover switch 10) for detecting as to whether the administration instrument body 
contacts the body region to which the drug solution is to be administered (Col. 
16,1.8-29). 

As to claim 8, Lippe et al. discloses wherein insertion of the injection 
needle is enabled when the detection switch detects that the administration 
instrument contacts the body region to which the drug solution is to be 
administered (Fig. 1C, Col. 16, II. 12-16). 

As to claim 9, Lippe et al. discloses wherein administration of the drug 
solution is stopped when the detection switch detects that the administration 
instrument does not contact the body region to which the drug solution is to be 
administered, during administration of the drug solution (Col. 16, II. 8-12). When 



Application/Control Number: 10/516,395 Page 6 

Art Unit: 3763 

the detection switch detects that the administration instrument is not in contact 
with the body region, the circuit is broken and the motor is stopped. 

As to claim 10, Lippe etal. discloses wherein the operation of housing the 
injection needle into the body is carried out when the detection switch detects 
that the administration instrument does not contact the body region to which the 
drug solution is to be administered, during insertion of the injection needle (Col. 
16, II. 5-8). When the administration instrument does not contact the body 
region, the detection switch moves with the cover and the injection needle moves 
away from the body so that it is no longer in contact with the body region and is 
protected by the cover. 

As to claims 11,18 and 1 9, Lippe et al. discloses wherein the detection 
switch also serves as a switch for driving the first and second driving means. 
The detection switch must be engaged (1 0 must be aligned with 1 1 ) for the first 
and second driving means to operate. 

As to claim 16, Lippe et al. discloses wherein a speed of inserting the 
injection needle or a speed of pulling out the injection needle is variable. The 
speed of insertion or retraction depends on how much resistance the user 
applies to the instrument in either direction. 

As to claim 17, Lippe et al. discloses wherein a speed at which the drug 
solution is administered by the second driving means is variable (Col. 11,1. 66- 
Col. 12, 1. 7). Lippe et al. teaches different delivery modes of operation that could 
deliver at different speeds. 
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8. Claim 15 is rejected under 35 U.S.C. 102(b) as being anticipated by Hogan [U.S. 

Patent No. 6,406,460 B1]. 

As to claim 15, Hogan discloses an automatic administration instrument 
for medical use wherein injection of a drug solution is not carried out when an 
injection needle is not attached to the body of the administration instrument (Fig. 
1)- 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brooke M. Matney whose telephone number is 
(571 )270-1457. The examiner can normally be reached on Monday-Thursday 9AM- 
7PM, EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nicholas Lucchesi can be reached on (571)272-4977. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Brooke M Matney/ /Nicholas D Lucchesi/ 

Examiner, Art Unit 3763 Supervisory Patent Examiner, Art 

Unit 3763 



